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(ii) In addition to the information 
identified in paragraph (b)(2)(i) of this 
section, the labeling of the product 
may contain the following statement: 
‘‘Clears up most athlete’s foot infec-
tion and with daily use helps keep it 
from coming back.’’ 

(c) Warnings. The labeling of the 
product contains the following warn-
ings under the heading ‘‘Warnings’’: 

(1) For products containing any ingre-
dient identified in § 330.210. (i) ‘‘Do not 
use on children under 2 years of age un-
less directed by a doctor.’’ 

(ii) ‘‘For external use only.’’ 
(iii) ‘‘Avoid contact with the eyes.’’ 
(2) For products labeled according to 

paragraph (b)(1) of this section for the 
treatment of athlete’s foot and ringworm. 
‘‘If irritation occurs or if there is no 
improvement within 4 weeks, dis-
continue use and consult a doctor.’’ 

(3) For products labeled according to 
paragraph (b)(1) of this section for the 
treatment of jock itch. ‘‘If irritation oc-
curs or if there is no improvement 
within 2 weeks, discontinue use and 
consult a doctor.’’ 

(4) For products labeled according to 
paragraph (b)(2) of this section for the 
prevention of athlete’s foot. ‘‘If irritation 
occurs, discontinue use and consult a 
doctor.’’ 

(5) For products containing the ingre-
dient identified in § 333.210(a) labeled ac-
cording to paragraph (b)(1) of this sec-
tion. The following statements must 
appear in boldface type as the first 
warnings under the ‘‘Warnings’’ head-
ing. (i) ‘‘Do not use on children under 2 
years of age.’’ (This warning is to be 
used in place of the warning in para-
graph (c)(1)(i) of this section.) 

(ii) ‘‘Do not use for diaper rash.’’ 
(d) Directions. The labeling of the 

product contains the following state-
ments under the heading ‘‘Directions’’: 

(1) For products labeled according to 
paragraph (b)(1) of this section for the 
treatment of athlete’s foot, jock itch, and 
ringworm. [Select one of the following: 
‘‘Clean’’ or ‘‘Wash’’] ‘‘the affected area 
and dry thoroughly. Apply’’ (the word 
‘‘spray’’ may be used to replace the 
word ‘‘apply’’ for aerosol products) ‘‘a 
thin layer of the product over affected 
area twice daily (morning and night) or 
as directed by a doctor. Supervise chil-
dren in the use of this product. For 

athlete’s foot: Pay special attention to 
spaces between the toes; wear well-fit-
ting, ventilated shoes, and change 
shoes and socks at least once daily. For 
athlete’s foot and ringworm, use daily 
for 4 weeks; for jock itch, use daily for 
2 weeks. If condition persists longer, 
consult a doctor. This product is not 
effective on the scalp or nails.’’ 

(2) For products labeled according to 
paragraph (b)(2) of this section for the 
prevention of athlete’s foot. ‘‘To prevent 
athlete’s foot,’’ (select one of the fol-
lowing: ‘‘clean’’ or ‘‘wash’’) ‘‘the feet 
and dry thoroughly. Apply’’ (the word 
‘‘spray’’ may be used to replace the 
word ‘‘apply’’ for aerosol products) ‘‘a 
thin layer of the product to the feet 
once or twice daily (morning and/or 
night). Supervise children in the use of 
this product. Pay special attention to 
spaces between the toes; wear well-fit-
ting, ventilated shoes, and change 
shoes and socks at least once daily.’’ 

(e) The word ‘‘physician’’ may be sub-
stituted for the word ‘‘doctor’’ in any 
of the labeling statements in this sec-
tion. 

[58 FR 49898, Sept. 23, 1993, as amended at 65 
FR 52305, Aug. 29, 2000] 

§ 333.280 Professional labeling. 
The labeling provided to health pro-

fessionals (but not to the general pub-
lic) may contain the following addi-
tional indication: 

(a) For products containing haloprogin 
or miconazole nitrate identified in 
§ 333.210 (a) and (c). ‘‘For the treatment 
of superficial skin infections caused by 
yeast (Candida albicans).’’ 

(b) [Reserved] 

Subpart D—Topical Acne Drug 
Products 

SOURCE: 56 FR 41019, Aug. 16, 1991, unless 
otherwise noted. 

§ 333.301 Scope. 
(a) An over-the-counter acne drug 

product in a form suitable for topical 
application is generally recognized as 
safe and effective and is not mis-
branded if it meets each of the condi-
tions in this subpart and each general 
condition established in § 330.1 of this 
chapter. 

VerDate Mar<15>2010 13:06 May 27, 2010 Jkt 220069 PO 00000 Frm 00242 Fmt 8010 Sfmt 8010 Y:\SGML\220069.XXX 220069w
w

oo
ds

2 
on

 D
S

K
1D

X
X

6B
1P

R
O

D
 w

ith
 C

F
R


		Superintendent of Documents
	2014-08-28T17:31:47-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




